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Office Action Summary 



Application No. 

09/424,080 



Art Unit 

1644 

- The MAILING DATE of this communi cation appeai^l'n the cover sheet wiw the corresponaence aaaress 



Examiner 

Margaret E Jamroz 



Applicant(s) 

ZAVIALOV ET AL. 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 

- If NO period for reply Is specified above, the maximum statu on^ P^TJ^l^l^^^J'^hran^HS (35 U S.C. § 1 33). 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 



1)13 
2a)D 
3)D 



Responsive to communication(s) filed on 13 August 2001 . 

This action is FINAL. 2b)S This action is non-final. 

Since this application is in condition for allowance except for formal matters Prosecufen as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 



Disposition of Claims 

4) H Claim(s) 1 and 3-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) ia Claim(s) 1 and 3-18 are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is; a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachinent(s) 



1) S Notice of References Cited (PTO-892) 

2) □ Notice of Drafteperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) □ Interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Infomnal Patent Application (PTO-152) 

6) 13 Other: restriction election facsimile . 
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DETAILED ACTION 



1. The location of your application in the PTO has changed. To aid in correlating papers for this 
application, all further correspondence regarding this application should be directed to Megan 
Jamroz in Art Unit 1644, Technology center 1600. 

2. Applicant's amendment, filed on August 13, 2001 (Paper No. 13), is acknowledged. 
Claims 1,3, and 4 have been amended. 

Claim 2 has been canceled. 
Claims 5-18 have been added. 

Claims 1 and 3-18 are pending in the instant application. 

Examiner acknowledges election (Paper No. 13) filed on August 13, 2001 . 
Upon re-consideration, the following unity of invention has been set forth. 

Upon re-consideration, including applicant's arguments, filed August 13, 2001 (Paper No. 13); 
the previous species election with respect to the immunosuppressants (cyclosproins, FK506, and 
rapamycin) has been withdrawn. 

While the bioactive peptides have structural homology, a-peptoferin, albeferon and albebetin are 
distinct molecules, and their immunomodulatory activity is complex, as acknowledged on page 
4, paragraph 2 of the instant specification. Therefore, the species election with respect to the 
bioactive peptides is maintained. 



3. The instant application appears to be in sequence compliance for patent applications 
containing nucleotide sequence and/or amino acid sequence disclosures. 



4. This application contains the following inventions, or groups of inventions, which are not so 
linked as to form a single general inventive concept under PCT Rule 13.1. 

5. In accordance with 37 CFR 1 .499, applicant is required, in response to this action, to elect a 
single invention to which the claims must be restricted. 



Sequence Compliance 



Election/Restrictions 



Group I, claims 1 and 3-11, drawn to a composition comprising an immunosuppressant and a 
bioactive peptide to inhibit T cell proliferation. 
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Group II claims 12-18, drawn to a method of amplifying the activity of the 
immunosuppressant with a composition comprising an immunosuppressant and a bioactive 
peptide to inhibit T cell proliferation. 

6 The inventions listed as Groups Mil do not relate to a single general inventive concept under 
PCT Rule 13.1 because, under.PCT Rule 13.2, they lack the same or correspondmg special 
technical features for the following reasons: 

The inventions of Group I was found to have no special technical feature that defined the 
contribution over the prior art of de Boer et al. (US Pat. No. 5,747,034; see entire document). 

De Boer et al teach and claim a method for treating transplant rejection in a patient with a 
therapeutically effective amount of (a) an antibody or an antigen binding fragment thereof 
(bioactive peptide) and (b) an immunosuppressive agent in a pharmaceutically acceptable 
excipient, wherein the immunosuppressive agent is selected from the group consistmg of 
cyclosporin A, FK506, rapamycin and corticosteroids. De Boer et al. also teach a 
composition for inducing T cell anergy comprising in combination a monoclonal antibody or 
antigen binding fragment thereof (bioactive peptide) and an immunosuppressive agent; 
wherein the immunosuppressive agent is a member selected from the group consisting of 
cyclosporin A, FK506, rapamycin, and corticosteroids. (See entire document, and especially 
the background of the invention and the claims.) 

Since Applicant's inventions do not contribute a special technical feature when viewed over the 
prior art they do not have a single general inventive concept and so lack unity of invention. 

7. This application contains claims directed to the following patentably distinct species of the 
claimed Inventions I-II: wherein the bioactive peptide is: 

A) a-peptoferin, 

B) albeferon, 

C) albebetin, or 

D) mixtures thereof 

In addition, to the species election above, application contains claims directed to the following 
patentably distinct species of the claimed Inventions I-II, wherein the bioactive peptide 
comprises one of the following sequences 

A) SEQ ID NO: l,or 

B) SEQ ID NO: 2. 



These species are distinct because the structure of the sequences are different, and thus represent 
patentably distinct subject matter. 
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■ J A i^TTQrsiClto elect a single disclosed species for prosecution on 

allowable. Currently, claims 1 and 12 are generic. 

Applicant is invited to clarify the relationship between the bioactive peptides set forth in claim 
llandSEQIDN0S:land2. 

8 Aoplicant is advised that a response to this requirement must include an jdentification of the 
*iSatasi generic is cc^idered non-responsive uriess accompanied by an elecfon. 

ri=rw^^^=i^'^st^^^^^^^^ 

So^d SnSc claim as provided by 37 C.F.R. § 1 .141^ If clajn. are added after 
dertiorapplicant must indicate which are readable upon the elected spec.es. M.P.E.P. 
§ 809.02(a). 

Should aoolicant traverse on the ground that the species are not patentably distinct, applicant 

maTbe used in a rejection under 35 U.S.C. § 103 of the other mvention. 

9 Applicant is advised that the reply to this requirement to be complete -^st include an election 
of tiie invention to be examined even though the requirement be traversed (37 CFR 1.143). 

under 37 C.F.R. § 1.48(b) and by the fee required under 37 C.F.R. § 1.1 /(h)- 

11 . Any inquiry concerning this communication or earlier commvmications frorn the 
should be directed to Megan Jamroz, whose telephone number is (703) 308-8365. examiner 
ca^ noimX be reached Monday to Friday from 8:00 to 4:30. A message may be left on h 
erai^bS's voice mail service. If attempts to reach the examiner by telephone are unsuccessful, 
^eTxIiLr^^^^^^^^^^^ Christina Chan can be reached at (703) 308-3973 . Any inquiry of a 
^reXa^e oTLating lo the status of this aPPlicatjo" sh^^^^^^^^^^ to the Technology 

Center 1600 receptionist whose telephone number is (703) 3015-Ulvt). 
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Paoers related to this application may be submitted to Technology Center 1600 by facsimile 
Sstn Papers should be faxed to Technology Center 1 600 via the PTO Center 
ocated in Crystal Mall 1. The faxing of papers must conform with the notice pubhshed m the 
oScial Gazette, 1096 OG 30 (November 15, 1989). The CMl Fax Center telephone number is 
(703) 305-3014. 

Margaret (Megan), Ph.D. 
Patent Examiner 

Technology Center 1 600 1 if « i v.v 6?/^ ,3, 

October 1 1, 2001 PHillip gaMBEL, PH.D 

PRIMARY EXAMINER 



